FINAL REPORT

CLASS ¥ TOXICITY YEST IN MICE
AND RABBITS ADMINISTERED TEST ARTICLE
ELASTONER SEELL

Supnary/Conclusion

A USP Toxicdty Test wss performesd by systemic and
intracutanecus injectioas of sodium chisride, EtOH, sesame aesd
oil, snd PEC extracts of best article Zlastomec
5hell in Albino Swiss Webster Mice and New 3ealand Albino Rabbits.

tn conclusion, ne signs of toxicity were noted systemically
or intracutanecusly for the sodium chloride, ELDH, se3ame seed
eil, of PEG sxtraets; thevefore, under the conditions of this
test, Elastomer Shell is censidered te be pon-toxic.



FINAL REPORT

CLASS V TOXICITY TEST IN MICE
AND BABR2YS5 ADMINISTERED TERT ARTICLE
GEL

Summary/Conclusion

A USP Toxicity fest was performed by systemic and
intracutanecus injections of sediup chloride, EtOH, sosase zeed
2il, and PEG extracks of test article Gel GHNENENN in Albino
Swiss Webster Nize and New Jealand Albino Rebbils,

tn ceaclusion, no signe of toxicity »ere noted systemically
st intracutanesusly for the scdium chloride, EtDH, sesske seed
eil: or PEG 2atracts; therefore, under the conditions of this
test, Gol MR i2 considered to ke non-toxic,



FIHAL REPORT

CLASE V TOXICITY TERR IN MICE
AND BRABBITS ADMINISTERED TEST ARTICLE
LEAY VALVE ASSEMBLY

Suymmarystonslusion

h U5P Toxicity Test wag performed by systemic and
intracutanecws injzctions of sodium chloride, EtOH, sesasns seed
oil, sad PEG extracts of fest acrticle Leaf Valve Rasembly in
Albin® Swiss Webster Rice and New Zealand blbino Rabbits.

in conclusion, no $ians of toxicity were noted systemieally
or {ntracotansously for the sodijve chioride, EtQH, sesame sord
oll, or PEG extracks: thersfore, under the conditions of this
test, Lea¥ valve As¢enbly i3 considersd to be non-toxic.



